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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUD®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlIpomyxr: KeTopon™ (KeToponiak) pacTBop Uil BHYTPHBEHHOTO 1 BHYTPUMBILIEYHOrO BBeeH s, 30 Mr/mn
Batch No / : V230078 Batch Quantity / : 272727ampules /
Cepun Ne Oonem cepun 272727 amnyn
Analytical Report No / :+ 890001646352 Date of Analysis / : 18.02.2023
AHajJuTHYEeCKH oTdeT Ne JlaTa aHanu3za
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa Npou3BOACTBA Tomen g0

Analysis performed according ND / Anasaus nposejen no HJI: JIT-001365-170222

Page1 of4/Crp. 1 u3 4

1;.? Test / IlokasaTenb Results / PesyabTaTht Specification / Hopma

1 Description / Onucanue Clear light yellow solution. / | Clearcolorless to pale yellow solution.
[TpozpauHbii cseTno-kenteiii | / Tlpospaunblil 6OecuBETHBIR WK
pacTBop. CBETIIO-XKENThIH pacTBop.

2 Identification /
IMoaauHHOCTH

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac
naproxen (Assay section) / Bpemena
YIEP)KUBAHUSA OCHOBHBIX NHUKOB Ha
HCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
yIepKUBaHHsA OCHOBHBIX IHMKOB Ha

XpoMaTorpam

M¢C

tromethamine

and

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay  section)  / Bpemena
yIEpKHBAHHUS OCHOBHBIX THMKOB Ha
XpoMarorpaMmme MCIIBITYEMOTO
pacTBopa IOIDKHBI COOTBETCTBOBATh
BpEMEHAM YIESPXHBAHUA OCHOBHBIX

XpOMaTorpaMme CTaHOapTHOTO | MUKOB Ha XpoMmarorpamme
pacTBOpa KeTopoJiaka TPOMETaMHHa | CTaHIAPTHOTO pacTBOpa KeTOoposaka
" HarpoKceHa (pazmen | TpoMeTaMHHA U HampokceHa (pasmen

«KonuuecTBEeHHOE onpeneneﬂne»)

«KonnyecTBeHHOE ONPeeNeHIe»)

3 Clarity / Ilpozpa4yHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JOJDKHA [PEBbIIATh
OMANECIEHIUIO 3TATOHA CpaBHEeHuA [.

4 Color / LlpeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JyIMHE BOJTHbI
430 um.

5 pH 7.30 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/

[Tpumeyanue: [IpomyxT cooTBeTcTBYET TpeboBanmam HI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
INoarorosneno: Ankaj

Checked by /

[Tposepero: Ramakant

B

Approved by: Manager/Executive /

Ono6peno: Menemkep / Pykosoaurens
Abhishek Chauhan L a(

Reprint Date /
Hata:18.02.2023

Reprint Date

/

Jlara: 18.02.2023

Reprint Date /
Hata : 18.02.2023

Ragistered Office: 8-2-337, Road No. 3

, Banjeia Hills, Hydershad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2929, tmail. maill@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
IIpoaykT: Keropon™ (keToponak) pacTeop JUls BHYTPHBEHHOIO M BHYTPHMBILUEYHOIO BECACHHA, 30 mMr/ma
Batch No/ : V230078 Batch Quantity / : 272727ampules /
Cepusi Ne O6beM cepiu 27277277 amiyn
Analytical Report No / :+ 890001646352 Date of Analysis / : 18.02.2023
AHaIuTHYeCKH oTueT Ne Jlara anaania
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTta NPOU3BOACTBA Toxen go
Analysis performed according ND / Ananas nposeaen no HJL: JIT1-001365-170222
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6 Particulate matter / Mexanuueckue BKIIOYEHUs!
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
BupiMble HaCTULIbI B cooTBeTCTBHH C TPeOOBAHUSIMM.
6B Invisible particles /
HeBuaumble 4yacTHIbI:
i. Particles> 10 pm/ 0R not more than 6000 per ampoule /
YacTui pasMepoM > He Gonee 6000 Ha ammyny;
10 MxmM
ii. particles>25 ym/ 01 not more than 600 per ampoule /
YacTULl pa3sMePOM > He 6onee 600 Ha amITyny.
25 MKM
7 Related substances / PoacTeennbie npumMecu
Impurity A / IIpumecs A 0.14% not more than 0.20% / He Oonee
0,20 %;
Impurity B / Ilpumecs B not more than 0.50 % / He 6onee
Not detected / He o6HapyxeHa 0.50 %:
Impurity C / TIpumece C Less than LOQ (LOQ =0.033 %) / Himke not more than 0.50 % / nHe Oonee
rnpeaena KoNM4eCTBEHHOIo onpeaeneHns 0 50 0/ R
(ITKO =0.033 %) > 0
Impurity D / Ilpumecs D Below Limit of Detection (LOD = 0.014 %) / not ronore than 0.20 % / ne 6onee
Hinke npenena obuapyxenust (110 = 0.014 %) 0,20 %.
Any unspecified impurity / Not more than 0.20 % / He 6Gomee
EnuHuyHas HenaAeHTUpUIH- 0,20 %.
pOBaHHas IIPUMEChH 0.05%

Remarks: The Product confirms to ND/

[Tpumeuanue: [IpoAyKT cOOTBETCTBYET tpebopanusam HJL

Conclusion: APPROVED /
3axmawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

INoarotosneHo: Ankaj [Mpogepeno: Ramakant Opno6peno: Meunenxgp / Pygosonurens
p Abhishek Chauhan f

Reprint Date / Reprint Date / Reprint Date /

Jara:18.02.2023 Hara: 18.02.2023 Jarta : 18.02.2023
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToponak) pacTBOp [Ulsl BHYTPHBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHS, 30 mMr/mn
Batch No / 1 V230078 Batch Quantity / 1 27272 7ampules /
Cepus Ne O0Bem cepHH 272727 amnya
Analytical Report No / : 890001646352 Date of Analysis / : 18.02.2023
AnajnurdyecKuii oryer Ne JlaTta ananuza

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTta npon3BoacTBA T'open oo

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-170222
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Total impurities / Cymma 0.19% Not more than 1.50% / He 6onee
mpumecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 M7 Not less than label claim (1.0 mL) /
HsenexaemMblii 00bemM He meHee HomuHabHOro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
bakTepuanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 E3/Mr
IHAOTOKCHHBI KeTOpoJlaka TPOMETaMHBHa.

10 Sterility (every 15th batch) / Must be sterile. / Jlomxen ObITb
CTepniibHOCTL (IR KAXKAOIA COMPLIES CTEPHIIbHBIM.
15-o0it cepumn)

11 Assay / KonnyecTBeHHOe 30.13 mg/30.13 mr From 270mg to 330mg of

onpejenenue Ci1sH3NO3-CsH1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pile) 33,0 MIr C15H13NO3'C4H11NO3
(keTopomaka TpoMeTaMHH) B 1 ML
12 Alcohol content / ITanon From 10.60 % to 12.60 %. /
11.26 % Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/

[Mpumeyanue: [Tponykt cooTseTcTBYeT TpeboBanuam HJ

Conclusion: APPROVED /
3axmoyenne: OJOBPEHO

Approved by: Manager/Executive /
OnoOpeno: Menemxeff / Pykosoantens
Abhishek Chauhan ?

Prepared by / Checked by /
[MoarotosneHo: Ankaj " [Tporepeno: Ramakant
B Gukol
Reprint Date / Reprint Date /
Jata:18.02.2023 Jara: 18.02.2023

Reprint Date /
Hara : 18.02.2023
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Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoxykr:  Keropon® (keToposak) pacTBop ais BHYTPHBEHHOTO U BHYTPHMBILIEYHOIO BBCICHHA, 30 mMr/ma
Batch No / : V230078 Batch Quantity / : 272727ampules /
Cepusa Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001646352 Date of Analysis / : 18.02.2023
AnandTuyecknii orger Ne JlaTa ananusa
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jarta ripou3BoACTBA T'omen go
Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-170222
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13 —‘ Packaging / YnakoBka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

[lo 1 ™Mo B aMmoyidsl M3
CBETO3ALLUTHOTO cTeKIa
kopuunesoro knacca I (USP). B
BEpXHE#W YacTH aMIylbl HAHECEHBI
KOABUO M TOyka JjA pasznoma. Ha
aMITyJly HaKJIeUBaIOT STUKETKY.

Ilo 10 aMmyn ¢ HHCTpYKLUeEH 110
PUMEHEHHUIO TIOMEIIAIOT
B [IBX/antoMuHMEBBIH OIUCTED.

Tlo 1 6nucTepy B a4Ky KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

flo 1 w™Mn B ammnyasl u3
CBETO3AIIUTHOTO CTEKIIAa KOPUIHEBOTO
WIN ~ TEMHO-KOPUYHEBOTO  IBETa
knacca I (USP). B BepxHel wyacTu
aMIyJbl HaHEeCeHbl KONbLO M TOYKa
Ins paznoma. Ha aMnysy HaKJeHBaoT

TUKETKY.
Ilo 10 amnyn c HHCTpYKLHMeH IO
TIPUMEHEHMIO MOMEIIAIOT

B [IBX/antoMUH1EBBIN ONUCTED.

Ilo 1 6nucTepy B a4Ky KapTOHHY1O;
s cTauuoHapos: mo 2, 3, 5
611CTEPOB B NMAYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBun ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuinesHom
OT CBETa MecTe IIpH TemIleparype He Bbime 25 °C. He 3amopaxuBarts.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
Hpumeuanue: [TpomykT cooTBeTcTBYeT TpeboBanusim H/JT

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorornexo: Ankaj [Tposepeno: Ramakant Ono6peno: Menemiep / PykosoauTens
@ ﬂj_ Abhishek Chauhan '
\ Au.! > / 4>
Reprint Date / Reprint Date / Reprint Date /

JlaTta:18.02.2023

Hara: 18.02.2023

Jara : 18.02.2023
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